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m Antiepileptic Drugs ( A&%™: Carbamazepine, Felbamate, Gabapentin, Lamotrigine, Levetiracetam,
Oxcarbazepine, Pregabalin, Tiagabine, Topiramate, Valproate, Zonisamide )
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- Dear Healthcare Professional Letter, FDA, 31/JAN/2008 -
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m Azithromycin ( Zithromax® Tab, Zithromax® Syr, Zithromax® Inj. )
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m Olanzapine ( Zyprexa® Tab, Zyprexa Zydis® Tab )
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MIMMO0252 FZAERe 22~ A 18mg 1,254
MIMMO0253 ZAELQ B2~ AHHA 27mg 1,625
MIMMO0254 el o] E At} A4 10mg 627 ol
A8 MIMMO255 HElE| o] E A T] A< 20mg 939

MIMMO256 vEfE|o]E AT] A< 30mg 1,176
MIMA067 2Eze2} A4 10mg
MIMA0671 2Eetez} 44 18mg
MIMA0672 2EgHEF A4 25mg 3,926 H|F
MIMAOG73 2Eztet 744 40mg

MIMAOG74 2Ez2} A4 60mg
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3 Vesicare® Tab (Solifenacin Succinate)
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2491 (AL £3h 1 14 13] 5Smg (Max, 10mg/day)
27l A} (< CrCl 30ml/min) : Smg/day
Z¥3el} 4} (Child-Pugh B) : 5Smg/day

5) Pharmacodynamic/Kinetics
O Bioavailability : 90%
o Distribution : Vd : 600 L
o Protein binding : 98% ( d- acid glycoprotein)
0 Metabolism : Extensive hepatic
O Halflife elimination : 45~68 hrs (chronic dosing)
o Time to peak, plasma : 3~8 hrs
O Excretion : Urine (69%, P|HEA|ZA 15% o]3}), feces
(23%)

6) Drug Interaction
o Solifenacin level 57} : Azole antifungals, ciprofloxacin,
clarithromycin, diclofenac, doxycycline, erythromycin,
ketoconazole, imatinib, isoniazide, nefazodone,
nicardipine, propofol, protease inhibitor, quinidine,
verapamil (CYP3A4 Inhibitor)

ofFY dEY/ T
Vesicare® Solifenacin / Smg, 10mg = Amine

BUP®4 Propiverine / 20mg = Amine
Detrusitol® Tolterodine / 2mg, 4mg = Amine
Spasmolyt® Trospium / 20mg = Amine

0 Solifenacin level 74> : aminoglutethimide, catbamazepine,
nafcillin, nevirapine, phenobarbital, phenytoin (CYP3A4
Inducer)
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O 10% : Xerostomia (11-28%), constipation (5-13%)

0 1-10% : Edema, hypertension, dizziness, fatigue,
depression, nausea, dyspepsia, upper abdominal pain,
vomiting, UTI, Urinary retention, blurred vision, dry eyes,
cough, pharyngitis, influenza

o 1% : Angioneurotic edema, GI obstruction
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Using Anticholinergics to Treat Overactive Bladder
: The Issue of Treatment Tolerability
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1, Tolterodine Tartrate

Van Kerrebroeck and colleagues = 1,520% A= t)A40 2 tolterodine-FR &] Wk v 7)1} 3it}. Tolterodine-ER 4mg once
daily (n=507), Tolterodine-IR 2mg bid (n=514), Placebo (n=508) A ool 717 dub= ol F2k8-0 27 W] F5-0|ic). 14 54
£ 7% mild or moderate intensity 2 ER groupol|A4] IR group Ht} A8 0 2 5217 0 2 YA YERITHP(0.02).

2. Oxybutynin Chloride

Overacvtive Bladder: Performance of Extended-Release Agents(OPERA) trial = OAB?] ¢AdolA] oxybutynin-ER 10mg once daily
(n=391)¢} Tolterodine-ER 4mg once daily (n=399) - group?} tolerability= H] a8} R=H, F-20] 717 Ank 9l F2h8-0 2 et o
A= 29.7%, $AR= 22.3% 2 HALEJATHP=0.02). |H], =47, AlobeS- 5 L 9] Th anticholinergic side effectse -+ w7F AR Bl
T2 wAEtglom ONSel| gk B2R8-2  oxybutynin group 9%, tolterodine group 2 8% WAIHIE 2 LER} 697 xlo)= gtk
(P=0.9).

3. Trospium

BBBE 533 4= §1& 47} amine © 2 nonspecific anticholinergic effects & @z o4 FE=2ZIt}, Zinner and colleagues &= 12F &<t
trospium 20mg bid (n=262)2} placebo (n=261) F group 7+2] trospium safetyS B WS} F=], T2~ trospium group 21.8%, placebo
group 6,5% BHAISE Ao 2 B3 F[]31 HH]= tospium group 9.5%, placebo group 3.8% ¥HAEE Ao 2 B 31 F[QJt} Abnormal vision,
somnolence, lethargy = 5 3+ 2Fo]7} AAT (P(0.05). Trospium €] CNS side effect &= £ oM = A2l =57 Yeld=H], ol:= o}
"k BBBE §3HA Sshe obe 524 We?l <3ttt Vil signs, electrocardiograms, laboratory variables 2 % 23t 574|814 frof3k 2}
o]7} ATt
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4, Solifenacin

Solifenacin> M3 muscarinic receptor subtype®l 3}do] A= &FHA R Chapple and colleagues + solifenacin 2] safety 2}
tolerability & 45 &<+ H7F8F}. Solifenacin 2.5mg once daily (n=41), Smg once daily (n=37), tolterodine-IR 2mg bid (n=37), placebo
(n=38) ol & 2, WHH]|7} mild to moderate severity & UERIE=H], 83 0|49l oS H Y oH 20mg &olA 713 =&
WS- 1 it} 2] 749 solifenacin 2.5mg group 2 0%, Smg group = 14%, 10mg group2 14%, 20mg group -2 38%, tolterodine-IR
groupe 24% 2 VERFTE 125 H7}ollA= solifenacin Smg once daily (772 14%, ¥H] 7.2%, AloF& & 3.6%), 10mg once daily (-2
21.3%, ¥H] 7.8%, AloFE 9 5.6%), tolterodine IR 2mg bid (7-2 18.6%, HH| 2.6%, A|oF& & 1.5%), placebo (F-2- 4.9%, ¥H] 1.9%, AloFE
2 2.6%) groupollA] tolerability2- B 15}$3. 01, vital signs, physical examination, laboratory values, postvoid residual volumeol|A] £] 914
22l wzh= gt

5. Darifenacin

Haab and colleagues += darifenacin 3,75mg once daily (n=53, -2 13.2%, ¥H] 3.8%), 7.5mg once daily (n=229, 72 18,8%, WH]
14,4%), 15mg once daily (n=115, -2 31,3%, ¥HH] 13,9%), placebo (n=164, T2 8.5%, HH] 6,7%) group ol|4] 1257} darifenacin safety
(72, Hu))S H7FehSict, F2h8- wfEol] Laxatives & ARS8 $E1= darifenacin group (7.5mg-4.8%, 15mg-6.1%)°] placebo (6.1%) X}
t A2 Ao 2 vehsitt.
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- The American Jornal of Medicine (2006) Vol 119 (3A), 95-15S -
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Leucovorin Cal, Ferbon®Inj 3mg/1ml 3mg/1ml//A | FEA
Bacitracin, Neomycin etc Banepo® Oint 20g/Tube o gk Az
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Leucovorin Cal, Leucovorin® Inj 3mg/ml 3mg/1ml//A u]gA| ZA} REA
Gemcitabine Gemtan® Inj 2g 2g/V FoGA| A} RrEA
Clarithromycin Claroma®Tab 250mg 250mg/T g OPALS 5] AAALEY
Budesonide Pulmicort® Respules (Soln)0 .5mg/2ml/EA ol~Eg} Budecort® Resp, ThA|
Normal Saline N/S 3L (Bag) 31/Bag A7 o] HZAL ARIEA
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